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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

nCT 8 1997 

Burnishine Products 
Division of the Herbert Stanley Company 
1100 Lakeside Drive 
Gurnee, IL 60031 

Attention: Dr. Kyle Sibinovic, Agent 

Subject: Burnishine Germicidal Solution 
File Symbol No. 1130-15 
Amendments ~ated July 28, and August 6, 1997 

The labcling referred to above, sUbmitted in connection with 
rcgistration under t~e Federal Insecticide, Fungicide, and 
Rodenticide Act, as a=e~dej, fo~ S~ate registration purposes, is 
acceptable silbj ec~ -:c -::he ::oraments" 1 isted belo~v. 

1. Revise -:he 5~2~e=2nt l'~or use in dair~es, tood 
processing plan~s, fc~d es~ablishments, restaurarlts, taverns 
and comDcrcial :.;:'tche:-;s (di.sinfected food contact surfaces 
must be rinsed · .. i.;:h potable water before reuse" to "For use 
as ~ disinfecta~~ in dairies, food processing plants, food· 
establishments, :-est.?.l.lrants, 'Caverns and commercial kitchens 
(disinfected foci co~tact surfaC8S must be rinsed with 
potablc water be~ore reuse" 

2. For the storage and disposal section, the instructions 
for disposal of unused product states that it can be poured 
dOlm the drain, followed by large quantities of \~ater. The 
labeling is inconsistent with PR Notice 83-3 Section 
(B) (2). Please refer to PR Notice 83-3, Section (B) (2) for 
the appropriate wording for disposal of unused products. 

3. The revised Confidential Statement of Formula dated 
July 24, 1997 to add a new perfume is not acceptable. Ask 
Ask your supplier to submit to the Agency the complete 
composition for perfume "Natural Lemon Flavor #203L" 
including the Chemical name, CAS Reg. No., and 
percentage of each component in the fragrance mixture. 

COH<:UItRI!HC~S 

SYMBOL ~ .:?f.?f!.0!.. .... ............... _ ............ _ ......... _ .... _ ...... ~ ................................ _ ...................... ~ ..... . 
:":"E"ME ; IrJ)Jf!f!J: ................. ................. ... ... _ ............................ -................ -.. ~ ........ ~ ................. . 

T 
EPA Form 132().lA (1190) OFFICIAL FILE COpy 



,. 

-2-

4. The revised CSF is not acceptable until the above 
information h~s been submitted and reviewed. 

A stamped copy of the labeling is enclosed for your records. 
Submit two (2) copies of final printed label before you release 
the product for shipment. 

If you have any questions concerning this letter, please 
contact Martha Terry at (703) 308-6217. 

Enclosure 

"" .. 

sincerely, 

YJ1tvM1' /~ / / 
~larshall S.,.~~ 
Acting Product Manager (33) 
Regulatory Management Branch I 
Antimicrobial Division (7510W) 
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LABEL PAGE I Re\Pised 1-23-97 { 
Master Label 

Front Copy 

BtmNISIIINE GERMICIDAL SOLUTION 

ACTIVE INGREDIENTS 
n-Alkyl (68% C12. 32% C14) 
dimethyl ethylbenzyl ammonium chloride-----~­
n-Alkyl (60% C14, 30% C16. S% C12. 5% CJg) 
dimethyl benzyl ammonium chloride -,-----------
lsopropanol--------~-~-----"----'--

0.154% 

[NF-RT INGREDIENTS--·---·----- -------------~ .. -,._-'-

o 154% 

21.000% 
78.692% 

F()I' u.se in: 

Keep Out or Reach of Children 

CAUTION 
Se<:) addition.al precautlonllty statemen~ 0[1 back panel 

CRITICAL CARE AREAS 
... general purpose disinfectallt where control oi t.':!e hazards at ao;s-wmamiruJion i.s oi 
prime imrortance. Effective in 10 minutes again.'l a wid" :an!;" of hacteria in.:[uding 
SUiphyiococcu.\ aUfeUS, Salmonella choiera.c<;uis, PSeUdL1m(;n'-' ae:-Uf~-105a and KJebsiella 
pnetlmoniae. A no,,'el way to eff~1ive!y disinfec-t eo\'iror~.mc;"H.ai Si..:rf.L:~. Aids in the 
reduction of cro,,,-contamination. 

ExllibilS effecrive virucidal activity; kills Inf1uCI:./2 A2iHK (rep,e-<tmative of the commoo f-lu 
virus) and Herpes Simplex II (causative agent of £enital herpes) in 30 s=nds. TGlls Pol io I 
V"lI\Isjl) 3 minutes. Kills HIV-I (AIDS Virus) in 30 seconds at 20-25'C. TGlls Rhinovirus ... ~;. . 
in 3 minutes. 

Kills Canine Di~temper, Pseudorabies Virus, Vaccinia Virus and Adeno Virus Type 5 in 10 
minutes. 

KiJI~ Mycobacterium oovis BCG (Tuberculosis) in 6 minutes at 20'C. 

Kills Trichopllyton meotagrophytes, Aspergillus niger and Candida albi= in 5 minuteS at 
20·C. Kills pathogenic fungi in 5 minutes at 20·C. 

Bactericidal, Tuberculocidal. Fungicidal and Virucidal. 

Kills HIV-I (AIDS Virus) on pre-cleaned environmental surfaces or ')'>;~ct\ previou:ly soiled 
with blood or body fluids in 30 seconds at roolll temperature (2O-25·C) in iJea1th U1Iol fettings 
or other settings in which Ihere is an expected likelihood oi 50~ing ot manimate 
sllJ'f.oce;s/objects with blood or body fluids and in which tlJe surfaces/objocts lilLly to be 
soiled with blood or body fluid, can be associated with the potential f", traru;rnissirJn of the 
hutnaII immunodefiCiency virus Type I (HfV-l) associated with AfOS. 

NET CONTENTS 

EPA Reg. No. 1130-15 EPA Est: No. 1130-ll....o1 



"~" 

LABEL PAGE 2 Revised 7-23-97 If 1.s 
Back Panel 

This product Idlls in 10 minures a wide range of organisms which cause such diseases as boils, eye and sl:.in 
infections and food poisoning, Includln& iram negative and gram po5itive bacteria such as Pseudomonas 
aeruginosa, SllIphylococcus aureus, Klebsiella pneumoniae and Solmonella tholeraesuis on hard, non-porous 
sUrfaces. 

Exhibits effective virucidal activl'ty against Influenza A2IHK (representative of the common Au-virus) and 
Herpes Simplex Type II (causative agent of genital herpes) in 30 seconds. Kills Polio I Virus in 3 minutes. 
Kills Mycobacterium bovis BCG (Tubetculosis) in 6 minutes at 20°C. 

A novel way to effectively clean, deodorize and sanitize agairL.<t adOf-<:allSing organisms and disinfect bard 
surfaces. Aids in reducing cross-cootamination. Kills dangerous germs such as Salmonella choleraesuis, 
Staphylococcus aureus, Pseudomonas aeruginosa and Klebsiella pneumoniae in 10 minutes. Kills dangerous 
viruses such as Influenza A2IHK and Herpes Simplex Type n :.0 ]0 seconds. Kills Mycohacterium boyi. 
BeG (TuberCIJlosis) in 6 minutes at 20·C. Kills Polio 1 Vir.:s and Rhinovirus (associated with common 
colds) in 3 minutes. Kills HIV-l (AIDS Virus) in 30 secoods a: 20-25·C. Ea.\y to use. Di,posable. For tile 
reasonable person who wants to be sur~. For use in public tOilt.:5. 12umlromatS, sick rcorm, hospitals. camp 
sites, RV's, motel., factories and offices - whenever saniution ;; ~,f ?rirne importance. 

For use in hospitals and other critical care areas where cont: ci c: the hazards of cross-contamination is 
required. Use aD surfaces and equipment surfac~ 6uch as :.;.:·\<.s. carts, baskets, counters, cabinetS, • .ad 
telephones in operating rooms, intensive care and emC<"gency cc,it$ Use on stainless s!e<I, Formica, glass 
and OtllCl hard, non-porous surfaces. 

For use in households; in hospitals· veterinary clinics; in I?~:,jrc:nats in washers and dryers; on iolding 
table5; on toilet seats and bathroom fixtures; hampen; ar.d bK;:om: siclaoo:r.s; offices; on telephones; and 
bard hal< 2m! beadphones. For use in dairies, food p.()Ce;i::g ;iams. fo.:x! esUblisb":.lOents, rest.'.urIJ:ts. 
tavern.s and commerciaJ kitchens (cll~infLXlcd fo"od ccm.a..:\ SUfi"':'~~ :::asr be ,lEW wi~h p(\tdJlc watd bet':'~c 

reuse); in hotels, in public restroom accommodations and cot;"_-."':.aj laundries; 00 stairJess st~l, chro::1c. 
porcelain. gla.s5, Formica. vinyl, piastic lllld other hard, noc·;':','_5 surf.ces of respiral(,'s and resrri:ior 
facepie.ce.< and CPR training mannequi!l5. ' 

Some areas of use: .ij,ard surfaces in: Surge!")·, RecoVer). Anc.ii.hc;;ia, X-Ray Cat. Lab, E.R., Ortllopedi.:.s. 
Newborn Nursery, Respiratory Therapy, Radiology, Central Supply. 

DIRECTIONS FOR USE TO DISINFECT NON-FOOD CONTACT SURfACES 

.. 

wflfI (l( . ... III" lIiE/I,"'!'S 
1.nEJ>A~D~ ;'" .. 
OCT 8 1997 

II is a violation of Pederal law to use this in a manner inconsisteot with its 
labeling. 

This product is not to be used as " terminal sterilantlbigh level disinfecunt on 
any surface or irutrument that (11 is introd\lced directly intO tile human body, 
either intO or in conUet with tht bloodstream or nonnallv sterile areas of th~ 
body, or (2) conUets intaet mucous membranes but which does not ordinarily 
penetrate the blo¢ barrier or omerwise enter nonnally sterile are1S of the 
body. This product may be ~ to precle.;m or decontaminate critical or 
semi-critical medical devices prior to sterilizAtion or hi~ le,,~ disinf'lf1;oD. 

Remove gross filtil. Use solution as is. Do not di1ut~. Apply solution to 

dJorougltly wet surface. Allow to remain wet for 10 minuteS, Ie>. at. (,r wipe 
dry. 

FOR SURGICAL INSIRlJME0l' PRESOAK 
Remove gross filth. Presoak surgical instrumenLS in undiluted 5U'l"!'OO fl'T 10 
minutes or more. Proceed with oormal decontamination procedure. 

2 
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LABEL PAGE 3 Revised 7-23-97 

Rack Panel (Cont'd) 

SPECIAL INSTRUcnONS FOR CLEANING AND DECONTA.\{INA'I10N AGAINST IOV·l (AIDS 
VIRUS) FOR SURFACES OR qnmcrs SOILED WITH BUlOD OR BODY FLUIDS. 

~ •.. ", 

,~~ 
~(.lJQEms 

1n.:tr'1I. r.cttt" Jla:tafi. 

OCT 8 1997 

- ... 
PERSONAL PROTECTION: When using the germicidal solution, wear 
disposable latex gloves, protective gown, fa~ maslcs or eye coverings as 
appropriate when handling HIV·1 infected blood or body fluids. 

CLEANING PROCEDURE: All blood and other body fluids must be 
thoroughly cleaned from surfaces and objeru before application of the 
germicidal solution. 

CONTACT TIME: Thoroughly wet surface_ Ali"" to remain wet :10 
seconds, let air dry. 

Although efficacy at a 30 sewod contact time has been ,hown to be adequate 
against HIV-l (AIDS virus) this conL'Ict time would not be sufficient for other 
organisms. Use a 10 minute contact time for disinfection against all of tho 
organisms claimed_ 

DISPOSAL OF INFECTIOUS MATERIALS: Dispose of U$ed ,olution ,. 
accordance wirh 101.41 regulations for infectious waste dl~p1,)~aJ. 

PRECA l TIOI'AR Y Si ATE\I E:-''TS l!a7c<rdl to humans ad dom~Sllc anJillai, 

CAL'TION Harmful if absorbed through skin. Cau,eo moderate eye irritation AVOid contact ""til eye;_ 
SUll, or cioUJing. Wasb thorough!;, with soap alld water after handling 

STATEJ'>1ENT OF PRACTICAL TREATMENT If on skin: Wash with plenty oi ,oap and water. 

STORAGE AND DISPOSAL 

PHYSICAL OR CHEMICAl_ 
HAZARDS 

BUAA1SIUNE PRODUCTS 

If in eyes: F1llSh eyes with plenty of water. Call a 
physician if irritation persists_ 

PFSIlCIDE DIspoSAL 
Unused product may be discarded by pouring down drain and 
flushing with large quantities of water. 

COl\'TAlNER pISPOSAL 
Rinse empty container thoroughly and discard in trash. 
empty coru.ainer. · ..... · ., 
Do not use or store near heat 01 open flame. • • · ..... 

· .. .. . 
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Div of nle HERBERT SfANLEY COMPANV . GURNEE,ILI.JNOIS 60031 
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